
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
College Park, MD 20740 

SEP 29 2004 

Mr. MO Kang 
Senior Scientist 
Sedona Laboratories, Inc. 
2 11 Jennifer Drive 
Cottonwood, Arizona 86326 

Dear Mr. Kang: 

This is in response to your letter of August 27,2004 to the Food and Drug Administration 
(FDA) pursuant to 2 1 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and 
Cosmetic Act (the Act)). Your letter states that the product EnzyTrim TM will use the 
claim “[Mlaintain healthy blood cholesterol levels.” 

In the preamble to the January 6,200O final rule on structure/function claims (see 65 FR 
1000 at 10 18), FD,4 stated that claims about the maintenance of normal cholesterol levels 
did not necessarily constitute implied disease claims. We stated, however, that because 
“many people think of cholesterol solely in terms of the negative role of elevated 
cholesterol in heart disease,” in order to avoid implying that the product prevents or treats 
heart disease, a cholesterol maintenance claim would have to clarify that the product is 
only for maintenance of cholesterol levels that are already within the normal range. 
Therefore, because the claim you are making for this product represents that the product 
is intended to affect blood cholesterol but does not also include a statement about it being 
intended to affect blood cholesterol that is already in the normal ranges, it is an implied 
disease claim. 

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority 
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific 
disease or class of diseases. The statement that you are making for this product suggests 
that it is intended to treat, prevent, or mitigate disease. This claim does not meet the 
requirements of 21 U.S.C. 343(r)(6). This claim suggests that this product is intended for 
use as a drug within the meaning of 21 U.S.C. 321(g)(l)(B), and that it is subject to 
regulation under thie drug provisions of the Act. If you intend to make claims of this 
nature, you should contact FDA’s Center for Drug Evaluation and Research (CDER), 
Office of Compliance, HFD-3 10, Montrose Metro II, 11919 Rockville Pike, Rockville, 
Maryland 20855. 
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Please contact us if we may be of further assistance. 

Sincerely yours, 

Susan J. Walker, M.D. 
Director 
Division of Dietary Supplement Programs 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Copies: 
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-3 10 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, Los Angeles District Office, Office of Compliance, HFR-PA240 



The Digestive Health Specialists 

August 27,2004 b 
l 

The Office of Nutritional Products, Labeling, and Dietary Supplements 
Division of Nutrition Programs and Labeling (HFS-800) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

Title: EnzyTrimTM Food Labeling; Notification Procedures for Statements on Dietary 
Supplements 

Dear Whom It May Concern: 

We launched a new product called EnzyTrimTM on August 2nd, 2004. We’re going to sell it 
through our three companies (please refer to Appendix 1): 
- Sedona Laboratories, Lnc. (2 11 Jennifer Lane, Cottonwood, AZ 86326, l-888-81 6-8804) 
- Nutri-Health (218 Justin Drive, Cottonwood, AZ 86326, l-800-914-63 11) 
- Metafoods (211 Jennifer Lane, Cottonwood, AZ 86326, l-800-282-7809) 

EnzyTrimTM has the following ingredients: 
1. Chaga Mushroom Extract (CHp7), Inonotus obliquus 
2. Bramble Berry Extract (BHPB), Rubus coveanus. 
3. Mugwort Extract, Artemisia capillaris 
4. Siberian Ginseng Bark Extract, Acanthopanacis cortex 
5. L-Camitine 
6. Polydextrose 

EnzyTrimTM has been sold in Korea as a dietary supplement, coated rice, and beverage since 
2003 with the brand name of MisolTM by RNL Life Science, Ltd. RNL is a research-oriented 
biotech company in Korea, and has studied the efficacy and safety of each ingredient since 2002. 
They have published an articles about the efficacy and safety of MisolTM (Reference 1). 
According to the published article, chaga mushroom extract (CHP7) and bramble berrv extract 
(BHP9) showed inhibition effects on digestive enzyme such as a-nlucosidase and lipase (Figure 
1 and 2 on Official Journal of Korean Society of Toxicology Vol. 20, No. 2). RNL also 
published an article about the effects of Siberian ginseng bark extract and muEiw0r-t extract on 
Growth Hormone (GH) secretion (Reference 2). Several articles have proved that GH stimulates 
linolvsis (Reference 3-l 3), and some studies suggest that L-camitine and polydextrose (dietary 
fiber) may be useful as part of a weight management program (Reference 14-24). * * , 

IiiE?zfi. L- . 
211 Jennifer Drive l Cottonwood, ~~‘86326 

tel: (888) 816-8804 l fax: (866) 887-8489 

www.sedonalabs.com 
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RNL did two clinical studies on human beings and one pre-clinical study using rats, The studies 
showed that EnzyTrimTM decreased body weight in humans and rats (Figure 3, Figure 4 and 
Table 1 on Cfficial Journal of Korean Society of Toxicology Vol. 20, No. 2). In addition, 
EnzyTrimTM reduced blood cholesterol level in rats (Table 2 on Official Journal of Korean 
Society of Toxicology Vol. 20, NO. 2). 

I also have attached thle following additional documents to substantiate that the EnzyTrimTM 
label is based on facts and studies published in science journals and magazines. 

1. ~nzyTrirn~~ L,abels 
2. Published Article 
3. Certificate of Patent application 
4. Food (Food Additives) Manufacturing Report; to substantiate that EnzyTrimTM is 

manufactured under Korean FDA rules and registered as food by Korean FDA. 
5. Clinical and Pre-clinical Study Summary 

I certify that all of the information and the attached data presented in this notice is accurate and 
truthful. If I can be of any assistance, please contact me at mokann@,sedonalabs.com or l-800- 
914-631 1. 

Sinzrely yours, 

MO gang, MBA, MS 
Senior Scientist 
New Product Development Department 
Sedona Laboratories, Inc. 

Sedona Labs, Inc. 
211 Jennifer Drive l Cottonwood, AZ 86326 

tel: (888) 816-8804 l fax: (866) 887-8489 
www.sedonalabs.com 
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